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1 . This intemattonal preliminary examination report has been prepared by this Irrternatlonal Preliminary Examining Authority 
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(see Rule 70.16 and Section 607 of the Administrative Instructions under tiie PCT). 

These annexes consist of a total of^sheets. 
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I. Basis of the report 

1 . With regard to the elements of the International application (Replacement sheets which have been furnished to 
the receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed" 
and are not annexed to this report since they do not contain amendments (Rules 70. 16 and 70,17)): 
Description, pages: 

1 .3,6-1 0 as originally filed 

2,4,5 with telefax of 18/04/2001 
Claims, No.: 

1 0-20.30 (part), as received on 30/1 0/2000 with letter of 25/1 0/2000 

31-82 

1 -9,2 1 -29,30 (part), with telefax of 1 8/04/2001 

83-86 

Drawings, sheets: 

1/7-7/7 as originally filed 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 

These elements were available or fumished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under Rule 
55.2 and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ fumished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in 
the international application as filed has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence 
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listing has been furnished. 



4. 



The amendments have resulted in the cancellation of: 



□ 



the description, 
the claims, 
the drawings, 



pages: 
Nos.: 



□ 
□ 



sheets: 



5. □ This report has been established as if (some of) the amendments had not been made, since they have been 

considered to go beyond the disclosure as filed (Rule 70.2(c)): 

(Any replacement sheet containing sucti amendments must be referred to under item 1 and annexed to this 
report.) 

6. Additional observations, if necessary: 

III. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

1. The questions whether the claimed invention appears to be novel, to Involve an inventive step (to be non- 
obvious), or to be Industrially applicable have not been examined in respect of: 

□ the entire international application. 
^ claims Nos. 84,85. 



□ the said International application, or the said claims Nos. relate to the following subject matter which does 
not require an international preliminary examination (specify): 



^ the description, claims or drawings {indicate particular elements belov)/) or said claims Nos. 84,85 are so 
unclear that no meaningful opinion could be formed {specif}^: 
see separate sheet 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

□ no international search report has been established for the said claims Nos. . 

2. A meaningful international preliminary examination cannot be carried out due to the failure of the nucleotide 
and/or amino acid sequence listing to comply with the standard provided for in Annex C of the Administrative 
Instructions: 

□ the written form has not been furnished or does not comply with the standard. 

□ the computer readable form has not been furnished or does not comply with the standard. 



because: 
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V. Reasoned statement under Article 35(2) with regard to novelty, Inventive step or industrial applicability; 
citations and explanations supporting such statement 

1. Statement 

Novelty (N) Yes: Claims 1-83.86 

No: Claims 

Inventive step (IS) Yes: Claims 1 -83,86 

No: Claims 

Industrial applicability (lA) Yes: Claims 1-83,86 

No: Claims 



2. Citations and explanations 
see separate sheet 



VII. Certain defects in the international application 



The following defects in the form or contents of the international application have been noted: 
see separate sheet 



VIII. Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on the question whether the 
claims are fully supported by the description, are made: 
see separate sheet 
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Item III 

1 . Claims 84, 85 contain a reference to the drawings. According to Rule 6.2(a) PCX, 
claims should not contain such a reference except where is absolutely necessary. 
Such is not, however, the case here. 

Item V 

1 . The following documents are referred to 
D1...FR-A-850 597 

D2...US-A-3 698 549 
D3...EP-A-0 101 298 
D4...US-A-5 590 645. 

2. The claims are unclear (Article 6 PCT) as indicated in Item VIII. 

3. According to each of the documents D1 - D3 a carrier of the kind concerned 
comprises a retainer formed as a space between the first and the second portion 
and thus as a part of the first and the second portion; cf. D1 : figures 5, 7; D2: 
figures 1 - 4 and D3: figures 1 - 3. 

4. The subject-matter of a claim 1 clarified as Indicated in Item VIII Is novel and not 
suggested by the available prior art (Article 33 (2) and (3) EPC), which does not 
lead towards provision of a retainer In the first portion of the sheet and formation 
of a cover by the second portion in order to solve the problem (page 2, paragraph 
4). Thus claim 1 satisfies the requirements of Article. 33 (2) and (3) PCT. 

This applies correspondingly with regard to a claims 24 (Inhalation device). 29 
(method) clarified as indicated in Item VIII, claim 34 (use) as well as the 
dependent claims. 

Item VII 

1.1 Each Independent claim should have been properly cast in the two-part fomn (6.3 
(b) PCT), starting e.g. from D1. 
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1 .2 Reference signs in parentheses should have been inserted in the claims to 
increase their intelligibility, Rule 6.2(b) PCT. This applies to both the preamble and 
characterising portion. 

1.3 To meet the requirements of Rule 5.1(a)(ii) PCT, the documents D1 - D4, D4 
concerning claims 24 - 28, should have been identified in the description and the 
relevant background art disclosed therein should be briefly discussed. 

Item VIII 

1 . Claim 1 is unclear (Article 6 PCT) for the following reasons. 

1.1 The feature: "said retainer comprising a pocket or hole therein" does not clearly 
define the structure or shape of the retainer since neither the structure / shape of 
the pocket or of the hole is defined. 

Concerning the first alternative (pocket) cf. e.g. page 10, lines 11 - 13, concerning 
the second alternative (hole) cf. e.g. page 10, lines 27-29. Additionally it needs to 
be recognised that a hole as such cannot be considered as being sufficient to 
form a retainer. 

Claim 29 is unclear for corresponding reasons. 

1.2 The feature of claim 1 according to which the carrier comprises "a fold in said 
second portion ..." is unclear e.g. in view of claim 29: "folding a second portion ..."; 
page 10, lines 13 - 15 and the drawings (cf. e.g. figure la), according to which the 
fold is not in the second portion but links the first and the second portion. 

2. Claim 24 is unclear since the "combination" referred to is neither defined in 
structural nor in functional terms. Consequently claim 24 does not comprise a 
feature clearly defining the structure of an inhalation device or a part thereof 
cooperating with a carrier as referred to. In this connection the additional feature 
of claim 25 appears as being essential for the inhalation device. 
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which are separately attached to films used to seat the medicament retainers. 
The present Invention in embodiments provides advantages over such packs in 
that It is especially useful for the elderly and infirm since the free end of the strip 
is readily identifiable and simple to grasp. v\dtfraut the added complication of 
5 numerous cords or tapes which act as a separate release mechanism. 

It will also be seen that in several embodiments of the present invention the free 
end of the sheet or strip is peeled back automatically by virtue of a releasing 
means incorporated into the inhalation device, hence avoiding the need to grasp 
■iO the strip manually. Such a feature further enhances the ease of use of the 

inhalation device since minimum force is required by the user to peel back tiie 
medicament retainer. 




It is also an object of the present invention to provide a medicament carrier for 
15 use in combination with an inhalation device, wherein the design of the 

inhalation device has the potential, rf desired, to handle a medicament carrier 
having a large number of discrete unit doses without the device becoming 
unacceptably large. Thus, although a single use inhaler is referred to in the 
drawings/illustrations, it is possible that such an inhaler may be easily adapted to 
20 accommodate a multi-Kiose medicament container. 

It is a further object of the present invention to provide a carrier for a wide range 
of different product types, comprising a single sheet or elongate strip, which is 
easy to use and of lov/ manufacturing cost 

According to one aspect of the preser^ invention there is provided a carrier 
comprising a sheet having a first portion and a second portion: a retainer in the 
first portion for containment of product a fold in the second portion such that the 
second portion is foldable towards the retainer to form a cover therefor; and a 
30 join between the cover and the retainer. 

Preferably the sheet comprises an elongate strip. More preferably the rotalnor 
obmprioQc a pockot or a hole^*> JJ^V«^^vu te^^Kxei » secJL <^{f lu^ %k«.rcCb . 
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In one aspect, the sheet or elongate strip has a point of weakness between each 
carrier in the series an^ngement. thereby enabling separation of individual 
carriers from the sheet or elongate strip. 

Preferably, the sheet or elongate strip is flexible to enable it to be formed for 
example, into a spiral, helical or zig-zag shape for incorporation into a suitable 
device, such as an inhalation device. More preferably, the sheet or elongate 
strip comprises material selected from the group consisting of metal foil, an 
organic polymeric material and paper. Most preferably, the carrier comprises a 
laminate. 



15 



20 



25 



30 



Prefarably. the join Is formable by a joining method selected from the group 
consisting of heat, laser, radio fi^quency, adhesive, staple, stamp, pressure and 
ultrasonic sealing. 

Preferably, the join is peelable to enable peelable access to the retainer. 
Preferably, the retainer is shaped for receipt by a holder. 

rin a further aspect there is provided a carrier comprising a medicament therein. 
Preferably the medicament is in dry powder, tablet, liquid, paste, cream or 
capsular fomn. More preferably the medicament is selected from the group 
consisting of albuterol, salmeterol, ipratropium bromide, fluticasone propionate 
and beclomethasone dipropionate and salts or solvates thereof and any mixtures 
thereof. 

• . *- * 

• * •' . ^ • J. ■ 

;» • - « 

According to another aspect of the present invention, there is provided ari 
inhalation device comprising a housing In combination with a medicament carrier 
as described above. Prefierably the housing includes a holder for receipt of the 
retainer of the carrier. More preferably the inhalation comprises a pull release 
tab and the pull release tab protrudes from the housing. 
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Preferably the inhalation device comprises a release mechanism and the pull 
release tab connects to the release mechanism. More preferably, the release 
mechanism is separable from the housing of the inhalation device. 

5 According to another aspect of tfie present inventforjt there is provided a method 
of making a carrier comprising forming a retainer/m a first portion of a sheet or 
elongate strip; filling the retainer with product; folding a second portion of the 
sheet or elongate strip towards the retainer to form a cover therefor; and forming 
a join between the cover and the retainer: 



retainers in a portion of a sheet or elongate strip; filling the plurality of retainers 
product; folding a second portion of the sheet or elongate strip towards the 
plurality of retainers to fomi a cover therefor; and fomiing a join between the 
1 5 cover and the plurality of retainers. 

In an other aspect, there is provided a method of making a carrier as described 
above additionally comprising a fold in the first portion such that the first portion 
Is foldable towards the retainer to fonm a base therefor; and a join between the 
20 base and the retainer. 

Preferably there is provided a method of making a carrier in multi-unit form 
comprising successive iterations of the method described above to form a series 
anrangement of a plurality of carriers. 



According to another aspect of the present Invention, there Is provided a method 
of opening a canler as described above comprising pulling the pull release tab in 
order to enable access to the retainer. 

30 In a further aspect of the present invention, there is provided the use of a carrier, 
as described above, for dispensing medicament 

In a preferred aspect, the medicament is used in the treatment of respiratory 
disorders. More preferably the medicament is used in the treatment of asthma. 
35 Most preferably the medicament Is salbutamol or albuterol. 



10 



In one aspect, there is provided a method comprising forming a plurality of 



25 
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Claims 

1 . A carrier comprising a sheet having a first portion and a second 
5 portion; a retainer in said first portion for containment- of product^ a fold in said 

second portion such that the second portion is foJdable towards said|retainer to 
form a cover therefor; and a join between said cover and the retainer. 

2. A carrier according to daim 1, wherein said sheet comprises an 
10 elongate strip. 

3. A carrier according to either of claims 1 or 2, wherein said rotainor 
-e ompriooG - a pookot or o - holexo«Ut4r>«»Wl^ <»tmft\ici o. smL «^f\.ieA. -t^reto . 

15 4. A carrier according to any of cJaims 1 to 3 comprising a plurality of 

retainers in the first portion, wherein the second portion is foldabie towards said 
plurality of retainers to form a cover therefor; and a join between said cover and 
the plurality of retainers. 

20 5. A carrier according to any of claims 1 to 3, additionally comprising a 
fold in said first portion such that the first portion is foldabie towards the retainer 
to form a base therefor and a join between said base and the retainer. 

6. A earner according to any of claims 1 to 5, additionally comprising an 
25 inert support within the retainer for bearing product .thereon. 

7. A carrier according to any of claims 1 to 6, comprising a second fold in 
the second portion to form a pull release tab, 

30 6. A canier according to claim 7, wherein said pull release tab is shaped 
for ease of grip. 



9. A carrier according to either of claims 7 or 6. wherein the pull release 
tab has a looped end. 
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10. A carrier according to any of claims 7 to 10. wherein said pull release 
tab has at least one perforation therein. 

11. A carrier in multi-unit fomi comprising a series arrangement of a 
5 plurality of carriers according to any of claims 1 to 10. 

12. A carrier according to daim 1 1 , wherein each of said plurality of 
carriers is connected together. 

10 13. A carrier according to daim 12, wherein each of the plurality of carriers 
is formable from the same sheet or elongate strip. 

14. A carrier according to claim 13, wherein said sheet or elongate strip 
has a point of weakness between each carrier in said series arrangement 

15 

15. A carrier according to any claims 1 to 14, wherein the sheet or 
elongate strip is flexible. 

16. A carrier according to any of claims 1 to 1 5, wherein the sheet or 
20 elongate strip comprises material selected from the group consisting of metal 

foil, an organic polymeric material and paper. 

17. A carrier according to daim 16, wherein the carrier comprises a 
laminate. 

25 

18. A carrier according to any one of claims 1 to 1 7, wherein the join is 
formable by a joining method selected from the group consisting of heat, laser, 
radio frequency, adhesive, staple, stamp, pressure and ultrasonic sealing. 

30 19. A carrier according to any one of daims 1 to 18, wherein the join is 
peelable to enable peelable access to the retainer. 

20. A carrier according to any one of dalms 1 to 19. wherein the retainer is 
shaped for receipt by a holder. 

35 
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21. A carrier according to any one of claims 1 to 20, comprising a 
medicament therein. 

22. A carrier according to dalm 21 , wherein said medicament is in dry 
powder, tablet, liquid, paste, cream or capsular form. 

23. A earner according to either of claims 21 or 22. wherein the 
medicament is selected from the group consisting of albuterol, salmeterol. 
ipratropium bromide, fluticasone propionate and bectometfiasone drpropionate 
and salts or solvates thereof and any mixtures thereof. 

24. An inhalation device comprising a housing in combination with a cam'er 
as claimed in any of claims 21 to 23. 

25. An inhalation device according to claim 24, wherein said housing 
includes a holder for receipt of the retainer of the cam'er. 

26. An inhalation device according to either of claims 24 or 25, wherein the 
carrier comprises a pull release tab and the pull release tab protrudes from the 
housing. 

27. An inhalation device according to daim 26. wherein the Inhalation 
device comprises a release mechanism and the pull release tab connects to the 
release mechanism. 

28. An inhalation device according to claim 27. wherein said release 
mechanism is separable from the housing. 

29. A method of making a carrier comprising forming a retaineij|n a first 
portion of a sheet or elongate strip; filiing said retainer with product folding a 
second portion of said sheet or elongate strip towards the retainer to fomn a 
cover therefor; and forming a join between said cover and the retainer. • 

30. A method according to daim 29 comprising forming a plurality of 
retainers in a said portion of said sheet or elongate strip: filiing said plurality of 
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retainers with product: folding a second portion of the sheet or elongate strip 
towards the plurality of retainers to form a cover therefor and forming a join 
between said cover and the plurality of retainers. 

5 31 . A method of making a carrier according to claim 29, additionally 

comprising a fold in said first portion such that the first portion is foldable towards 
the retainer to form a base therefor; and a join between said base and the 
retainer. 

10 32- A method of making a carrier in multi-unit form comprising successive 
iterations of the method according to any of claims 29 to 31 to form a series 
arrangement of a plurality of earners. 

33. A method of opening a cam'er as claimed in any of claims 7 to 23 

15 comprising pulling the pull release tab in order to enable access to the retainer. 

34. Use of a carrier, according to any of claims 21 to 23 for dispensing 
medicament 

20 35. Use of a carrier according to claim 34, wherein said medicament is 
used in the treatment of respiratory disorders. 

36. Use of a carrier according to claim 35, wherein the medicament is used 
in the treatment of asthma. 

25 

37. Use of a carrier according to claim 36. wherein said medicament is 
salbutamol or albuterol. 

38. A carrier according to any of claims 1 to 20, comprising an electronic 
30 component therein. 

39. A earner according to claim 38, wherein said electronic component is 
selected from the group consisting of semi-conductor, integrated drcuit chip, 
fuse and battery. 

35 
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40. A carrier according to any of claims 1 to 20, comprising a food therein. 

41 . A carrier according to claim 40, wherein said food is selected from the 
group consisting of meat, mycoprotein, milk, cheese, flour, pasta, rice, oil, sugar, 

5 confectionery, vegetable, herbal, snack, convenience and fruit foodstuffs. 

42. A carrier according to any of claims 1 to 20, comprising a beverage 
therein. 

10 43. A carrier according to claim 42. wherein said beverage is selected from 
the group consisting of water, milk, coffee, cocoa, tea, fruit, carbonated and 
alcoholic drinks. 

44. A carrier according to any of claims 1 to 20, comprising a toiletry 
15 therein. 

45. A carrier according to claim 44, wherein said toiletry is selected from 
the group consisting of toothpaste, soap, mouthwash, shampoo, skin and face 
cream. 

20 

46. A carrier according to any of claims 1 to 20, comprising a cleanser 
therein. 

47. A carrier according to claim 46, wherein said cleanser is selected from 
25 the group consisting of soap, detergent, enzymic preparation and organic 

solvent. 

48. A carrier according any of claims 1 to 20. comprising a disinfectant 
therein. 

30 

49. A carrier according to claim 48, wherein said disinfectant is selected 
from the group consisting of sterilant, antiseptic and bleach. 

50. A carrier according to any of claims 1 to 20, comprising a light-sensitive 
35 material therein. 
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51 . A carrier according to claim 50, wherein said light-sensitive material 
comprises a photographic film. 

5 52. A carrier according to any of claims 1 to 20, comprising a marking 
material therein. 

53. A carrier according to daim 52, wherein said marking material is 
selected from the group consisting of toner, ink, dye. pigment, acid and alkali. 

10 

54. A carrier according to any of claims 1 to 20, comprising a covering 
material therein. 



55. A cam'er according to claim 54, wherein said covering material is 
15 selected from the group consisting of paint, pigment, dye, corrosion inhibitor, 

electrical conductor, electrical insulator and static inhibitor. 

56. A carrier according to any of claims 1 to 20. comprising a toy therein. 

20 57. A carrier according to claim 56, wherein said toy is selected from the 
group consisting of model, figure, doll, animal, jigsaw and game. 

58. A carrier according to any of claims 1 to 20, comprising haberdashery 
therein. 



25 



30 



59. A carrier according to claim 58, wherein said haberdashery Is selected 
from the group consisting of button, bobbin, needle, pin, eye, hook and fastener. 

60. A canier according to any of claims 1 to 20, comprising a tool therein. 

61 . A earner according to claim 60, wherein said tool comprises a domestic 
tool. 
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62. A carrier according to claim 61 , wherein said domestic tool is selected 
from the group consisting of can opener, bottle opener, ring-pull opener, 
scissors, knife, fork and spoon. 

5 63. A carrier according to claim 60. wherein the tool comprises a home 

maintenance tool. 
•» 

64. A carrier according to claim 63, wherein said home maintenance tool is 
selected from the group consisting of nail, screw, pin, wire, screwdriver, knife, 

10 brush, spanner, ruler and marker. 

65. A carrier according to any of claims 1 to 20, comprising stationery 
iherein. 

15 66. A carrier according to claim 65. wherein said stationery is selected 
from the group consisting of pencil, pen. ruler, crayon, eraser, marker, stencil, 
protractor, compass and paper. 

67. A carrier according to any of claims 1 to 20, comprising an adhesive 
20 therein. 

68. A earner according to claim 67, wherein said adhesive bonds materials 
selected from the group consisting of paper, plastic, wood, mbber, glass and 
metal. 

25 

69. A carrier according to any of claims 1 to 20, comprising an 
agrochemical therein. 

70. A carrier according to claim 69, wherein said agrochemical is selected 
30 from the group consisting of herbicide, insectidde, fungicide, rodentocide, 

nematocide, acaracide and plant growth regulator. 

71 . A carrier according to any of claims 1 to 20, comprising a plant seed 
therein. 

35 
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72. A carrier according to daim 71 . wherein said seed is derived from 
plants selected from the group consisting of monocotyiedonous and 
dicotyledonous plants. 

5 73. A carrier according to any of daims 1 to 20, comprising a contraceptive 
therein. 

74. A carrier according to daim 73, wherein said contraceptive is either a 
contraceptive device or a contraceptive drug. 

10 

75. A carrier according to daim 74. wherein said contraceptive device is 
selected from the group consisting of condom, diaphragm, sponge and coil. 

76. A carrier according to daim 74, wherein said contraceptive drug is 

1 5 selected from the group consisting of spemiadde, estrogen, ethinyl estradiol, 
progesterone, levonorgestrel and norgestrel. 

77. A carrier according to any of daims 1 to 20, comprising a medical 
instrument therein. 

20 

78. A carrier according to claim 77, wherein said medical instrument is 
selected from the group consisting of scalpel, thenrwmeter and syringe. 

79. A earner according to any of daims 1 to 20, comprising laboratory 
25 equipment therein. 

80. A carrier according to daim 79, wherein said equipment is selected 
from the group consisting of dispenser tip, microbial filter, filter paper, aseptic 
container, petri-plate. vial, test tutie, tissue-culture vessel and pipette. 

30 

81 . A carrier according to any of daims 1 to 20, oomprising a catemenial 
product therein. 

82. A carrier according to claim 81 , wherein said catemenial product 
35 comprises a tampon. 
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83, A carrier according to any of daims 1 to 20, comprising nicotine 
therein. 

5 84. A canier as substantially herein described with reference to the 
accompanying drawings. 

85. An inhaiation device as substantialiy herein described witli reference to 
the accompanying drawings. 



15 
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